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- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) £3 Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) £3 Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 

Paper No(s)/Mail Date 1/24/06 . 



4) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) L_l Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper NoVMail Date 20060328 



Application/Control Number: 09/890,266 Page 2 

Art Unit: 1642 

DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 24 
January 2006 has been entered. 

Claims 1 and 3-19 are pending and examined on merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC § 102, Withdrawn 

The rejection of claims under 35 U.S.C. 102(b) as being anticipated by WO 
98/16238 (Hiserodt, 23 April 1998, IDS fled on 30 July 2002) is withdrawn in view of the 
new rejection 

Claim Rejections - 35 USC § 103, Withdrawn 

The rejection of claims 1, 4, 5, 8-19 under 35 U.S.C. 103(a) as being 
unpatentable over WO 98/16238 of record (Hiserodt, 23 April 1998, IDS fled on 30 July 
2002, cit) in view of US Pat. 5, 861 ,159 of record (Pardoll, 19 January 1999) is 
withdrawn in view of the new rejection below. 
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The Following Are New Grounds of Rejections 
Claim Rejections - 35 USC § 102 

Claims 1,3-7, 9, 11-16, 18, and 19 are newly rejected under 35 U.S.C. 102(b) as 
being anticipated by US Pat. 5, 861,159 (19 January 1999). 

This is reinstatement of previously withdrawn rejection. 

Claim 1 , and its dependent claims are drawn to a composition comprising two 
main components of (1) "a microparticle" comprising a fragment of solidified tumor 
tissues or cells, wherein the size of the fragment to allow phagocytosis, and (2) at least 
one isolated cytokine or cytokine-inducing agent, wherein the dependent claim 3 further 
limits that the composition of the base claim further comprises an adjuvant, wherein 
claim 4, 5, 12-16 further limit the base claim that the tumor vaccine comprises 
granulocyte-macrophage-colony stimulating factor (GM-CSF), interleukin- 2, or a 
cytokine-controlled release preparation, and claim 19 further limits that the fragment of 
the base claim is a tumor antigen bound to a particle. Claim 6 is drawn to vaccine 
composition comprising a microparticle" comprising a fragment of solidified tumor 
tissues or cells, wherein the size of the fragment to allow phagocytosis, and the vaccine 
further comprises an adjuvant in the dependent claim 7. 

The '159 patent at column 9, lines 5-28 discloses: 

It is also possible to incorporate purified antigens, such as those associated with a particular 
pathogen or tumor, either as whole molecules or in the form of immunogenic peptides into these 
polymers. Such an approach is enhanced when the specific identity of the relevant antigen(s) is 
known. For example, papilloma virus or immunogenic antigens from this virus would be useful to 
treat papilloma-associated cervical cancer. The virus, viral antigen(s), either alone or in 
combination, would be inserted into a delivery vehicle as described herein, either alone or in 
combination with a cytokine. 
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The therapeutic mixture of vehicle/antigen used according to the method of the invention may 
also be administered to the subject in a delivery system, such as synthetic or natural polymers, in 
the form of macromolecular complexes, nanocapsules, microspheres, or beads, and lipid-based 
systems including oil-in-water emulsions, micelles, mixed micelles, synthetic membrane vesicles, 
and resealed erythrocytes. These systems are known collectively as dispersion systems. 
Typically, the particles comprising the system are about 20 nm-50 pM in diameter. The size of the 
particles allows them to be suspended in a pharmaceutical buffer and introduced to the subject 
using a syringe. 

The '159 patent teaches a controlled release vehicle containing GM-CSF or 
interferon (note for example, claim 10), and adjuvant at column 3 line 11, where the 
GM-CSF containing particle acts as adjuvant. 

The '159 patent does not teach that the particle "20 nm-50 |jm in diameter" with a 
tumor antigen incorporated meets the limitation is a "a size so as to allow phagocytosis" 
However, Kwiatkowska et al., (1999, BioEssays, vol. 21 , pages 422-431) at page 422, 
left column, line 4 teach "during phagocytosis large particles, at least 0.5 pm in 
diameter, are internalized". Thus, the tumor vaccine comprising the particle size of 20 
nm-50 pM in diameter of the '159 paten inherently possess the fragment being of a size 
so as to allow phagocytosis of the fragment. 

Conclusion 

Claims 8, 10, and 17 are objected because they depend on the rejected base 

claim. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




MISOOK YU, Ph.D. 
Primary Examiner 
Art Unit 1642 



